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Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O MPOAYKTA

Name of Product /
HaumenoBaHue npoayxuun

Page 1of9/Crp.1u39

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOe HAMMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momerazona Qypoara MOHOIHIPATA Cpe Ha3aNbHBINA 103HPOBaHHDIH 50 MKT

Active Ingredients /
JleficTByomue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg

1 nosa cnpes conepxuT: JeHCTBYIOLICE BelllecTBo: MomeTasona Dypoara MOHOrHAPAT

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mkr

Strength / No3uposka 50 meg / 50 mxr Date of Mfg, / lara nponssoacrsa 08/2022
Dosage form / Metered-dose nasal spray /
g Cnipeii HasalbHbIH Date of Exp. / T'ogen a0 07/2024
Jlekapersennasn dopma .
JO3UPOBAHHBIH
Product code / Kon npoayxra SRU030007E040401EJ Date of release / JaTa Boinycka 27.08.2022
Batch No. / Cepus Ne 12220492 Qty. Released / Koaunuecrso 63,680 BOT/
BbIIYIEHO ¢akonoB
Batch size / Pasmep cepun 69,444 BOT / dpnakonos Mfg. License No. / MNB/10/832
JIMueH3Hs HAa NPOH3BOACTBO (Homep)
Inspection Lot No. / 040000408718 Mfg. License Date / 30/04/2020
PerucTpaunoHHbiit Homep ananinsa JlnueH3Ms HA NPOH3BOACTBO (aaTa)
. : GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP cepruduraT (1a7a) 18/06/2020
Market / Puinok Russia / Poccis GMP Compliance certificate No./ | \1p_g1556/20/1N
GMP ceprudurar (Homep)
Reference Specification No. /
Crieuuxanus rotosoro SPC-CC-063691 Reference STP No./ CIIN Ne STP-CC-040947
npoayxra Ne
Ne | TESTS /NNOKA3ATEJU LIMITS / TPEGOBAHUA OBSERVATIONS / PE3YJBTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | moutn 6eJ0TO LBETA OT HENPO3PauHOii
Ot Genoro 1o mourn 6Genoro uBeTa OT | KOHCHCTEHILMH IyCTas CYCIEH3HS.
NoJy Mpo3payHot 10 HEMpOo3payHoi

KOHCHCTEHLUU I'yCTast CyCIEH3Hs.

2. ldentification / MogananHoOCTL

a) Mometasone Fuorate /
Mowmerasona ¢ypoart

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bpems  yxepxuBaHus
OCHOBHOIMO  MMKAa Ha  Xpomarorpamme
HCTILITYEMOTrO pacTtBopa JOJKHO
COOTBETCTBOBATL BPEMEHH  yAEPKHUBaHMA
OCHOBHOIO  NMKa Ha  XpoMarorpaMmme
CTaHAAPTHOrO PacTBopa

The retention time of the main peak in
the  chromatogram  of  sample
preparation  corresponds to  the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpems ynepHBaHMA OCHOBHOIO
NHUKa Ha XpOMaTOrpaMMe HCHbITYeMOro
pacTBopa  COOTBETCTBYET  BpEMEHH
YIOEPKUBAHUS OCHOBHOLQ. MHKAa Ha

" N
XpoMaTorpam AV\‘\‘W FCTAH EARTHOTO
pacTsopa s &
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.
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Prepared By / Hoarorosun

Checked By / IMposepua

Signature / Iognuce

A (R

Approved By / Oao6pua

aq,
0’6\0‘\ L‘V"W cMI\‘q W\’

—
Date / /laTa oyled
Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay KUly“ar Garg
ionafi
Designation / Officer-QA Sr. Officer-QA Asst. Manager - QA

JomxHocTb
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HanmeHoBaHHe NPOAYKIIHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTaszona dypoara MOHOTHAPATA CIIPEHi Ha3aIbHbIH J03UPOBaHHbIHA 50 MKT

Active Ingredients /
JeicTByOHINE BEIECTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 nosa cnpes coaepxur: AeficTByowee seliecTso: Momerasona (Pypoara MOHOrHApaT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / lo3uposika 50 meg / 50 mkr Date of Mfg. / [lata npoussoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
i g Cripeii HasanbHBIN Date of Exp. / 'onen a0 07/2024
ekapcTseHHasn (popma "
JIO3MPOBAHH bl
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lara Boinycka 27.08.2022
Batch No. / Cepns Ne 12220492 Qty. Released / Koanuectso 63,680 BOT/
BHINYIUEHO (aKoHOB
Batch size / Pasmep cepun 69,444 BOT / gaakonos Mfg.License No. / MNB/10/832
JIMUEeH3HA HA NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000408718 Mfg. License Date / 30/04/2020
PerncTpauMoHHbLIii HOMep aHATH3A JInueH3us Ha NPoH3BOACTBO (1aTa)
. ’ GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudmiar (1a7a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprugukar (Homep)
Reference Specification No. /
Creuudmkauns roroBoro SPC-CC-063691 Reference STP No./ CIIN Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /TTOKA3ATEJIHU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATDI

b) Benzalkonium chloride
/ BeHzanKoOHHUA XJIOPHI

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ciz and Ci4 in the
chromatogram of the standard solution. / Ha
XpoMaTorpaMme MCIOLITYEMOTO pacTBopa
OO/DKHBE  OBHapyXuBaTbcs - NMKH, MO
pemMeHaM yJepKUBaHUS COOTBETCTBYHOLIME
MKaM TromMoJoroB OeH3aNKOHWs XJopuia

//C12 u Ci4 Ha xpomarorpamme cTaHAAPTHOTO

pacTBoOpa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Ci4 in the chromatogram of the
standard solution. / Ha xpomatorpamme
VICTILITYEMOTO pacTBopa
06HapyKMBAKOTCA MUKH, 110 BpeMEHaM
yIep>KUBaHHS COOTBETCTBYIOLLHE
MUKaM roMoOJI0roBs OeH3aTKOHMSA
xjopuna Ci2 u Cra HA XpOMaTorpaMme
CTaHIAPTHOrO pacTeopa.

From4.3t04.9/014,3 1049

4.75 /4,75

4. | Density / lnoTHOCTb

From 0.950 to 1.050 g/cm®/
Ot 0,950 0o 1,050 r/em?

1.031 g/cm*/ 1,031 r/cm?

5. | Viscosity / BsizkocTb

From 30 to 130 ¢Ps /Ot 30 no 130 cll3

46.5 cPs /46,5 cll3

6. | Osmolality /
OcMOASILHOCT

From 250 to 350 mOsm/Kg
Ot 250 no 350 MmOcwm/kr

308 mOsm/Kg
308 MOcM/kr

7. | Leakage check/
Iposepka dprakoHa Ha
repMeTHYHOCTh

Absence of any traces of leaks / Orcyrcreue
CJICAOB MPOTCUKH

No traces of leaks / Cnenwl npoteuku
OTCYTCTBYIOT

8. Net content / Macca
CoAep)KUMOro pakoHa

Not less than 9.0 g / He menee 9,0 r

93g/93r

Prepared By / [loarotoBua Checked By / Iposepun Approved By / OnoGpua
Signature / IToanuce J/’ W
Date / lara &1fe 9 / 19 03\0‘{ W ol \\T’q W’W
v
Name/ ®@HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / Officer-QA Sr. Officer-QA Asst. Manager - QA
JloxHoCTb

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A TOTOBOI'O INTPOAYKTA
Page 30f9/Crp.3m3 9

Name of Product / MOMAT RINO
HanmeHoBaHue NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenatenroBaHHOEe HAUMEHOBAHHE MowmeTazona dyypoara MOHOTMApaTa CIIpeii HasalbHbINA 103MPOBaHHLIR 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBylomue BewecTsa 1 1034 cripess COAEPKHT: eHCTBYOLIeE BelecTo: MomeTazoHa Pypoara MOHOTHApPAT
51,72 mkr 8 nepecuere Ha Momerazona Qpypoar 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 Mkr Date of Mfg. / lata mpou3BoACTBa 08/2022

Dosage form / Metered-dose nasal spray /

0 g Cnpeit Ha3anbHBIR Date of Exp. / Foaen a0 07/2024

exapcTBeHHas Gopma o
JIO3UPOBaHHbIH

Product code / Koa npoaykra SRU030007E040401EJ Date of release / laTa Bbinmycka 27.08.2022

Batch No. / Cepus Ne 12220492 Qty. Released / KouuectBo 63,680 BOT/
BbIYIHEHO (1aKoHOB

Batch size / Pasmep cepuu 69,444 BOT / ¢pnakounos Mfg.License No. / MNB/10/832
JIvueH3usi HA POM3BOACTBO (HoMep)

Inspection Lot No. / 040000408718 Mfg. License Date / 30/04/2020

PerncTpauuoHHbli HOMep aHATH3a JlvueH3us Ha NPOM3BOJACTBO (AaTAa)

: ) GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudurar (1a1a) 18/06/2020

Market / Prsok Russia / Poccus GMP Compliance certificate No./ | Gyp_g1556/20/1N
GMP cepTudukaT (Homep)

Reference Specification No. /

Cneundurauus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947

npoaykTa Ne

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEGOBAHUS OBSERVATIONS / PE3YJIBTATBDI
9. | Number of deliveries per Not less than 60 doses / He menee 60 no3 89 doses / 89 no3
container / KoaudectBo
a03
10. | Pump delivery / Individual dose mass: from 8§5% to 115% Minimum / Munumym: 95.5%
Macca no3bl of the theoretical dose mass / Maximum / Makcumym: 109.9%
WuauBuayanbHasi maccea A03bl: 0T 85 % Average / Cpeanee: 105.0% .
1o 115 % ot TeopeTnyeckoil Macchl 103bl; S \\\ v A So(l/
Average mass of the dose: from 90% to Q\P '-\1
110% of the theoretical mass of the dose / * %
Cpeausisi macca a103bi: 0T 90 % 10 110 % 1) *
OT TEOPETHHECKOH MacChi A03bl P ,7 )1/\/ i
,) -
11. | Particle size / Particles < 10pm in size: Not less than 90% | 99.9% /99,9% Q ,
Pa3zmep yacTuu YacTuu pazmepom < 10 MKM - HE MeHee p X ‘
90 %; hW
Particles < 30um in size: 100% 100.0% / 100,0%
YacTtuu pazmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent | Absent/ OtcyTcTBYIOT
Yacruu pazmepom > 30 MKM - J0JKHBI
OTCYTCTBOBATh
Prepared By / [loarotosua Checked By / I1poBepua Approyed By / Ono6pua
Signature / Moanucs d/’ (y
Date / lata Vq},,,q Jr— O’\S\oﬁwﬂ/ quq oY\
Name/ ®NO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
TonmHoeTs Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054708 00
|




Glenmark pharmaceuticals Ltd
G Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
- " Distt. Solan Himachal Pradesh 173205, India
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A new way for a new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A 'OTOBOT'O IPOJAYKTA
Paged40f9/Crp. 4139
Name of Product / MOMAT RINO
HaumeHoBaHne NPOAYKUHMH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHToBaHHOE HAKMEHOBAHHE MomeTasona (ypoaTta MOHOTHIPATA CTpEH HA3AILHbIH N03MPOBAHHLIA 50 Mkr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleficTByloliKe BelecTBA 1 103a cIipen CoMePXKUT: JeicTByIOWIEE BelllecTBO: MomeTasoHa Pypoata MOHOTHApaT
51,72 mr B nepecyere Ha Momerazona dypoar 50,00 mkr
Strength / lo3npoBka 50 meg / 50 mxr Date of Mfg. / [lata npou3BoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
g Cupeit HazanbHblIH Date of Exp. / Foaex a0 07/2024
JlekapcreeHHas gopma o
JIO3UPOBAHHbIH
Product code / Koa npoaykTta SRU030007E040401EJ Date of release / laTa Bbinycka 27.08.2022
Batch No. / Cepus Ne 12220492 Qty. Released / Konnuectso 63,680 BOT/
BbINYEHO (h1akoHOB
Batch size / Pasmep cepum 69,444 BOT / dnakonos Mfg. License No. / MNB/10/832
JlnueH3ust HA NPOU3BOACTBO (HoMep)
Inspectlon Lot NO-“/ 0400004087] 8 Mfg' License Date / 30/04/2020
PerncTpauuoHHbIi HOMep aHATH3A Jlnuen3us HA NPOH3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aara)
Market / PoiHok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauus rotrosoro SPC-CC-063691 Reference STP No./ CTTH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/TIOKA3ATEJIM | LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIBTATBI
12. | Related Substances / ITocTopoHHue npumMecH
Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % 0.06% / 0,06%
[Mpumecn 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He oGHapyxeHo
[pumecu DMC
Impurity D / Not more than 0.20 % / He 6oaee 0,20 % 0.01%/0,01%
[Mpumecu D |
*
Any individual unspecified | Not more than 0.20 %/ He Gonee 0,20 % 0.01%/0,01% { o) ' * \
impurity / EAHHU4HO#H \ & g ’ 11— =
HeneHTHPMUUPOBAHHO V2 7 ~
npumecH o, e
. . ) \I( Ph ’.p“x\;( /
Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.16%/0,16% ~Jarmatt s
Cymma npumeceit -
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauano:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Munnumym: 97.0%
dose) / OaHopoaHocTh more than + 25% from the average value and | Maximum / Makcumym: 102.4%
BLICBOOOXKAAEMOIi 103b1 not any dose can deviate more than + 35% | Mean / Cpenxee: 100.0%
from the average value.
If 3 to 6 doses deviate more than + 25% but
not more than £ 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate
Prepared By / INoarorosun Checked By / Nposepua Approved By / Oao6pua
Signature / loanuce Cj"’ CAB\/
Date / laTa 23 /09 /'m o \03W’ o 34 (,0] AA%
Name / ®1O Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / Officer-QA Sr. Officer-QA Asst. M A
ToanHocTs icer-Q r. icer-Q sst. Manager - Q

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®HUKAT AHAJIU3A TOTOBOI'O NPOAYKTA
Page 50f9/Crp. 5139

Name of Product / MOMAT RINO
HaumenoBaHHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mecg
HenaTeHTOBAHHOE HAUMEHOBAHWE MowmerasoHa (JypoaTa MOHOIpaTa CHpel HazalbHbIA JI03UpOBaHHbIH 50 MK
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicrBylolue BeweCcTBa 1 103a clIpest COAEPKHUT: JeiicTBylommee BelecTso: Momerasona Gypoara MOHOTMApPAT
51,72 mxr B niepecyere Ha Momerasoua dypoar 50,00 Mkr
Strength / Jo3npoBka 50 mcg / 50 Mxr Date of Mfg. / laTa npousBoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
n g Crnipeit Ha3afbHbIH Date of Exp. / I'oaen a0 07/2024
exapcreeHHas dopma "
JIO3UPOBAHHBIH
Product code / Kox npoaykTa SRU030007E040401EJ Date of release / [lara soinycka 27.08.2022
Batch No. / Cepus Ne 12220492 Qty. Released / Koanuectso 63,680 BOT /
BbINYLIEHO (akoHOB
Batch size / Pa3mep cepun 69,444 BOT / {nakoHoB Mfg.License No. / MNB/10/832
Jluuen3us Ha NPOU3BOACTBO (HOMEP)
Inspection Lot No. / 040000408718 Mfg. License Date / 30/04/2020
PerucTpaunOHHbIA HOMEp aHAJIN3A Jlvuen3usi Ha NPOM3BOACTBO (AaTa)
: , GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudukar (aata) 18/06/2020
Market / Pbivox Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)

Reference Specification No. /
CneunpyKauus roToBoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykTa Ne

Ne | TESTS/MNOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIBTATbDI
more than +25 % from the average value, | END/ Kouneu:

and not any dose can deviate more than Minimum / Munumym: 98.8%

+ 35% from the average value. Maximum / Makcumym: 101.9%

He Gonee 2-x u3 20 103 (10 Hauanbhbix 203 | Mean / Cpennee: 100.0%

1 10 KoHeuHbIx 103 u3 10 drnakoHOB) MOTYT
MMETb OTKJIOHEHHE OT CPEAHEro 3HAYCHUA
Oonee veM * 25%, U HWA OJHA [03a HE
JODKHA WMETh OTKJIOHEHHWE OT CPELHero
3HaueHust Gonee ueM Ha = 35 %. A;»\f A ™

Ecnu ot 3 1o 6 103 MMEOT OTKIOHEHHWA
L~
s1al

Gonee ueM + 25 %, Ho meHee ueM + 35 %, To
MCTILITHIBAIOT ciienytoiiue 20 pnakoHOB.

He 6onee 6 w3z 60 no3 MOryT HMETb
OTKJIOHEHHE OT CPeAHEro 3HaucHus Oojee
yem + 25 %, 1 HU OJHA [103a HE HOJDKHA
UMETb OTKIIOHEHHE OT CPEAHEro 3HaYeHHd
Gonee uem £ 35 %.

Prepared By / [ToarotoBua Checked By / llposepua Approved By / Oao6pus

Signature / lognuce Cj//_) CV
Date / laTa vyt /i ng\u‘{ l’y\‘r“‘-’ \9&’\06\ V2%

Name/ ®NO Atul Kumar Akshit Bhardwaj Ajay Kumbr Garg

Designation /

JI0KHOCTD Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOT'O HPOAYKTA
Page 6 of 9/ C1p. 6 u3 9

Name of Product /
HaumenosaHue NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mecg

Mowmerasona (ypoara MOHOTMAPATA CIIpel Ha3allbHbIH 103MPOBAHHEIA 50 Mkr

Active Ingredients /
JeiicTByroUIME BEWECTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

| no3a Cripest COACPKHT! ﬂCFICTBy}OU.lCC BellecTBO: MoMeTasona CDypoaTa MOoHOruapar

51,72 MxrT B nepecyere Ha Momerasona Qypoar 50,00 mxr

Strength / JoaupoBka 50 meg / 50 mkr Date of Mfg. / lara npou3BoacTBA 08/2022
D e form / Metered-dose nasal spray /
osage for Cripeli Ha3aJIbHLIA Date of Exp. / I'oaen ao 07/2024
JlekapcTseHHas ¢gopma ) o
JIO3UPOBAHHbIN

Product code / Koa npoaykra SRU030007E040401EJ Date of release / /laTa BbInycKa 27.08.2022

Batch No. / Cepns Ne 12220492 Qty. Released / KonnuecTBo 63,680 BOT/
BbINYILEHO (hnakoHOB

Batch size / Pasmep cepun 69,444 BOT / ¢nakoHos Mifg.License No. / MNB/10/832
Jlnuen3us Ha NPoU3BOACTBO (HOMED)

Inspection Lot No.“/ 040000408718 Mfg. License Date / 30/04/2020

PerucTpausioHHbIA HOMED AHAJIU3A JInuensusa Ha MPOM3BOACTBO (1aTa)

. o GMP Compliance certificate Date /

Package size / Y nakoBka 60 Doses / 60 no3 GMP cepruduiat (aata) 18/06/2020

Market / Puinor Russia / Pocons GMP Compliance certificate No./ | Gyp_o1556/20/IN
GMP ceprudukar (HOMED)

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063691 Reference STP No. / CTTH Ne STP-CC-040947

npoaykra Ne

Ne | TESTS/IMOKA3ATEJIN LIMITS / TPEBOBAHN OBSERVATIONS / PE3YJIBTATDI

14 | Uniformity of dosage units | Not more than 1 value from 10 Minimum / MunumyMm 97.0%

/ OnHOpOAHOCTL
NO3HPOBAHUA

measurements can deviate from the average
value more than + 25% and none can deviate
by more than = 35%.

If 2 to 3 values deviate more than + 25% but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.

He 6onee 1 3Hauenus w3 10 onpeaeneHui
MOMKET OTKJIOHATCA OT CPENHEro 3HAuYeHUs
Gonee, yeM Ha £ 25 %, U HU oaHOrO, Oornee
yem Ha = 35 %.

Ean mBa Wil TP 3HAYCHHA HMMEHOT
OTKJIOHEHUS Bonee yeM = 25 %, HO MEHbLUE,
yeMm % 35 %, TO MCIBLITBIBAIOT CleAYHOLIHE
20 ¢dnakoHOB.

He ©Gomee Tpex 3Hauenuit w3 30
OnpeleseHuit  MOTYT  OTKIOHATLCS — OT
CpestHero 3Ha4eHus Gosiee, uem Ha = 25 %, 1
HU ofHOrO, 6onee yem Ha £ 35 %.

Maximum / Makcumym: 102.4%
Mean / Cpennee: 100.0%

Prepared By / MoaroroBuss

Checked By / Hposepua

Approvgd By / Onobpus

Signature / Tloanuce
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Date / lata e7 [0 | O'S\VQW
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Klma}r Garg
Designation /

esignation Officer-QA Sr. Officer-QA Asst. Manager - QA
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' Glenmark pharmacecuticals Ltd
6 Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Glenmank Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A TOTOBOI'O ITPOJIYKTA
Page 70of9/Crp. 7139

Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKLIHH MOMAT PUHO
Generic name / . Mometasone Furoate Monohydrate Nasal Spray 50 meg
HenarenToBaHnoe HaumMenoanue | Momerasona (ypoata MOHOTH/IpATa CrIpeit HasaibHbIA 103MpoBaHHbI# 50 MKL
1 dose of the spray contains; Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTBytomue BetecTsa 1 n03a cnpes coepxkHT: AekcTByOWEe BeuiecTro: Momerasona PypoaTa MOHOTHApPAT
51,72 mkr B nepecyere Ha Momerasona dypoar 50,00 Mkr
Strength / Jo3upoBka 50 mcg / 50 mkr Date of Mfg. / Jata npou3BoacTsa 08/2022
Dosage form / Metered-dose nasal spray /
JexapeTsennas dopva Cupeit HasabHbIH Date of Exp. / F'onen a0 07/2024
JIO3UPOBAHHBIN
Product code / Koa npoaykra SRUG30007E040401EJ Date of release / lata spinycka 27.08.2022
Batch No. / Cepus Ne 12220492 Qty. Released / Kosinuecrso 63,680 BOT/
BhINYIUEHO (daakoHoB
Batch size / Pasmep cepun 69,444 BOT / ¢nakoHoB Mfg.License No. / MNB/10/832
JlMuen3usa HA NPOM3BOACTBO (Homep)
Inspection Lot No. / 040000408718 Mifg. License Date / 30/04/2020
PerucrpausoHHblii HOMep aHAIH3A JIuuen3us Ha MPOH3BOACTBO (AaTa)
: GMP Compliance certificate Date /
k -
Package size / Ynakoska 60 Doses / 60 103 GMP cepruduicat (aaTa) 18/06/2020
Market / Peino Russia / Poccus GMP Compliance certificate No. /| Guip_o1556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. / )
Creurdukauusa rorooro SPC-CC-063691 Reference STP No. / CTIH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS/IMOKA3ATEJIN | LIMITS / TPEBGOBAHUA | OBSERVATIONS / PE3YJIbTATDI
15 | Microbiological Purity / MukpoGunoJjiornueckasi 4ucToTa
Total aerobic microbial Not more than 10% cfu per 1g (ml) of the Less than 10 cfu/ml/
count and total combined product / He 6osnee 10> KOE B 1 r (M) Menee 10 KOE/mn
yeast and moulds count npenapata Loaed
(combined) / OGutee uncio =2 T
a>poOHbIX GaKTEpHl 1 s a
JPO}OKEBBIX U THIECHEBbIX e A
rpuboB (CyMMapHo) L /4/ <
L Pl S VY, B
Test for Absence of 2 (4]""1 ! 9/
Specified Microorganism / \-9,. \-"\("Q:.f'
TecT Ha cneunpuyecKue Pharmace®
MHKPOOPraHH3MbL: \'“‘/
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OrcyTcTBYET
Staphylococcus aureus Otcyterere B | T (M) npenapaTa
Bile-Tolerant Absence per 1g (ml) of the product / Absent / OTcyTCTBYET
Enterobacteria / OrcytcTHe B | I (Mn1) npenapara
Kenueycroiiuusble Absence per 1g (ml) of the product /
IHTEpOobaKTEPUH OrcyTcTBue B | I (M) npenapara Absent / OTcyreTayer
Prepared By / Iloarotosua Checked By / ITposepua Apprqved By / OxoGpua
Signature / Iloanuce ’d" CV @/
Date / [laTa o719 cs\v‘%‘,-y‘r/b/ DS\‘ oYL
H
Name/ ®HO Atul Kumar Akshit Bhardwaj Ajay Kummar Garg
Designation / .
ToxmocTs Officer-QA Sr. Officer-QA Asst. Manager - QA
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Glenmark pharmaceuticals Ltd

6 Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Qlenmank Distt. Solan Himachal Pradesh 173205, India

A new way for a new world

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIM3A I'OTOBOI'O NPOAYKTA
Page 8 of 9/C1p.8u3 9

Name of Product / MOMAT RINO
HaumeHoBaHHE NpoAYKUuH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg
HenaTenTroBaHHOE HAUMEHOBAHHE Momerasona ()ypoata MOHOTHpaTa cipel HasabHbIA 103MpoBaHHbIA 50 MKr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
Jeicrsyomue BewecTsa 1 11034 cripes coaepyuT: AeicTByoltee BeluecTBo: MomeTasona ®ypoara MOHOTHIPAT
51,72 mkr B nepecuere Ha MomerasoHa dypoar 50,00 Mkr
Strength / Nosuposka 50 meg / 50 mMkr Date of Mfg. / lata npon3BoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
g Cnpeli HasanbHblit Date of Exp. / ['ogen a0 07/2024
JlexapcTeeHHas Gopma ) -
JI03MPOBAHHbIH
Product code / Kon npoayxra SRU030007E040401E)J Date of release / /laTa Beinycka 27.08.2022
Batch No. / Cepus Ne 12220492 Qty. Released / Koanvectso 63,680 BOT/
BbINYLIEHO ({naxoHoB
Batch size / Pazmep cepun 69,444 BOT / $nakoHos Mfg.License No. / MNB/10/832
JIMLEeH3HA HA MPOU3BOACTBO (HoMeEp)
Inspection Lot No. / 040000408718 Mfg. License Date / 30/04/2020
PervcTpaunoHHbIA HOMep aHAIH3A JlMueu3us Ha NPOU3BOACTBO (AaTa)
Package size / Y nakoBka 60 Doses / 60 103 GMP Compliance certificate Date /| 14,0397
GMP ceptudurar (n1ata)
Market / Poisiox Russia / Poccus GMP Compliance certificate No./ | y1p_g1556/20/IN
GMP ceprudmkat (Homep)
Reference Specification No. /
Cneundpykaumsi roroBoro SPC-CC-063691 Reference STP No. / CTTN Ne STP-CC-040947
npoaykTa Ne

B D Ly
Ne | TESTS / NOKA3ATEJIM | LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIbTATEI' §,
16. | Assay / KonuvecTBeHHOe onpeaeaeHue / ij kcx,
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 101.8%/ 101,8% [ * .
Mometasona dhypoara Ot 85 % 10 115 % OT 3adBIEHHOTO | @ J// - )
cofepKaHua \3 Not e =
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content / | 94.8% /94,8% \”/,) et &
Bensankonus xnopuna Ot 80 % 10 120 % OT 3asBAEHHONO 6‘,,{_ p 4%
colepKanus Narm aceY.

17. | Package Size / YnakoBka | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made from high-density polyethylene | from high-density polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap ~ made  from  high-density
bottle together with the package insert per a | polyethylene. One bottle together with
cardboard box. / Ilo 60 wunu 120 no3 | the package insert per a cardboard box.
CycreH3un BO (UiakoHe M3 nonudTHieHa | / 60 103 CycneH3uu BO (rakoHe u3
BLICOKOH  IWIOTHOCTH ¢  JO3MPYIOWAM | NOJIMITUIEHA BHICOKOHW MIOTHOCTH C
YCTPOHCTBOM 7t KpPBILIEYKO# U3 | A03UPYIOLUUM YCTPOHCTBOM 1
MONMITUNEHA BbLICOKOH MnoTHocTH. Ilo | | Kpbllieukoil U3 MONMITHIEHA BBICOKOH
¢nakoHy BMECTe C HWHCTpykuueit 1o | miotHocTH. [lo 1 ¢nakoHy BMecTe €
MEAMLMHCKOMY TMpPUMEHEHHIO B TadyKe | UHCTpYKUMEH  NO  MEeIHLMHCKOMY

KapTOHHOM. , NPUMEHEHHUIO B MAYKe KAPTOHHOM.

18. | Labeling / MapkupoBka According to ND / B coorercTeuu ¢ HJT
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /

Xpauneunue B zalieHHOM OT CBETa MecTe Npu Temneparype ot 15 no 25 °C. He 3amopaxuBars.

Prepared By / lNoarorosua Checked By / Ilposepua Approved By / Onobpua

Signature / Toanucs J/ CBA/ A
Date / Jata &3 }u‘?/b)__ O%\uq VVW O;\,O\W\/
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kt}tna Garg
Designation /
ToMKHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
6 Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddj,
Distt. Solan Himachal Pradesh 173205, India
Glenmank Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

A new way for 1 new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
Page 90f9/Crp.9u3 9
Name of Product / MOMAT RINO
HaumeHoBaHME NPOAYKLHH MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHToBaHHOE HauMeHnoBaHUWe | MoMerasoHa pypoara MOHOTMApATA CIpEH Ha3allbHbIH A03HpOBaHHBIH 50 MKT

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg v
JeiicTBy0OUye BelecTsa 1 1032 cApest COMEPKUT, ACHCTRYIOLIEE BelllecTBO: Momera3ona Pypoara MOHOTHApAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mkr

Strength / losanpoBxa 50 meg/ SO mkr Date of Mfg. / lata nponsBoactea 08/2022

Dosage form / Metered-dose nasal spray /

e g Cripeii HasanbHbIA Date of Exp. / I'oaen 1o 07/2024

exapcTeedHas popma o
AO3UPOBAHHLIN

Product code / Koa npoayira SRUO30007E040401EJ Date of release / JlaTa BbinycKa 27.08.2022

Batch No. / Cepust Ne 12220492 Qty. Released / Konnuectso 63,680 BOT/
BbINYIHEHO ¢nakoHOB

Batch size / Pazmep cepuu 69,444 BOT / pnaxoros Mfg.License No. / MNB/10/832

» JlvleH3us Ha NPoH3BOACTBO (HoMep)

lnspectlon Lot NOL/ 040000408718 Mfg' License Date / 30/04/2020

PerucTpauioHHbIi HOMEp aHATH3A JluueH3us Ha NPOU3BOACTBO (AaTa)

Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (nara)

Market / Peisok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukart (Homep)

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063691 Reference STP No./ CIIN Ne STP-CC-040947

npoaykTa Ne

Ne | TESTS /MMOKA3ATEJIHN LIMITS / TPEBOBAHHUA | OBSERVATIONS / PE3YJIBTATBI

20 | Shelf-life / Cpok roagnoctn | 2 years/ 2 roaa

Any deviation/Incident/QOS: Not applicable
Orkaodennst/Mnunaentel/O0C: He NpUMEHHMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JI[1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akJil0ueHHe 0 COOTBETCTBHH: HACTOSALUMM MOITBEPXKIAA0, YTO MPEACTABiCHHas Bblile WHGpOPMaUUA ABJIAETCA
nocToBepHO# U TouHOW. JlaHHas cepust Obina npousBeneHa (BKIKOYas YNakoBKY/MapKHPOBKY M KOHTPOIb KaueCTBa) Ha
YKa3aHHOW BbllIe MPOW3BOJACTBEHHON MIIOAAKe B NOJHOM COOTBETCTBMHM ¢  TpeGoBaHuamu Hamnexae
IlpoussoacteenHo# [lpakTnku (GMP) NOKanbHEIX PEryIsSTOPHBIX OPraHOB M TPeOOBAHWAMM HOPMATHBHOH JOKYMEHTaLHH
JIT1-003870-221221 nnst poinka Pocenu. TTpoTokosnbl Npon3BoACTBa, YIIAKOBKH ¥ NMOKa3aTENN KauecTBa AaHHOM cepuu Gbinn
NpoaHaiu3upoBaHbl W CHENAHO 3aK/IIOYEHHE, YTO OHU COOTBETCTBYIOT TpeboBaHuAM Haanexawed [1pou3BoACTBEHHOM

[Mpaktuku (GMP). -
r\:}\\ \j U/;.,}/:

§

* Prepared By / [loaroToBua Checked By / Fiposepua Approvdd By / Onobpua
Signature / loanucs //9,_—— W
¢——
Date / lata 23 o920 AT P oS [oa ¥~
14
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kwmar Garg
Designation /
Toamnocts Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00




